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o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
R i WASHINGTON, D.C. 20460

OFFICE OF
JUN 2 7 2013 PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Mr. Joseph J. Green

Counsel to the Copper Development Association
Kelley Drye & Warren

Washington Harbour, Suite 400

3050 K Street, NW

Washington, D.C. 20007-5108

Subject: Antimicrobial Copper Alloys Group I
EPA Registration Number 8§2012-1
Antimicrobial Copper Alloys Group II
EPA Registration Number §2012-2
Antimicrobial Copper Alloys Group III
EPA Registration Number 82012-3
Antimicrobial Copper Alloys Group IV
EPA Registration Number 8§2012-4
Antimicrobial Copper Alloys Group V
EPA Registration Number 82012-5
Antimicrobial Copper Alloys Group VI
EPA Registration Number 82012-6
Your Submission(s) Dated April 24, 2013
EPA Received Dated April 29, 2013

Dear Mr. Green:

The Agency has completed the technical screen review of your application pursuant to
Section 33(£)(4)(B)(1)(ii) of the Federal Insecticide, Fungicide, and Rodenticide (FIFRA),
as amended by the Pesticide Registration Improvement Extension Act. The Agency has
determined that your application has not passed the technical screen and therefore is
subject to rejection if the application is not corrected.

Specifically for,

Efficacy:

The submitted Clinical trial of the use of Antimicrobial Copper Alloys in reducing the
amount of bacteria on touch surfaces in hospital intensive care units and the effect on the
number of hospital acquired infections, was reviewed by the efficacy review section and
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July 3, 2013

Marshall Swindell

Project Manager 33

Regulatory Management Branch I
Antimicrobials Division

Office of Pesticide Programs

U.S. Environmental Protection Agency

nahiwmat~s Y M

Re:  Withdrawal of Applications to Amend Registration for Antimicrobial
Copper Alloys Groups I-VI (EPA Reg. Nos. 82012-1 through -6) to
Include Claims Related to Results of Clinical Trials

Dear Mr. Swindell:

On behalf of the Copper Development Association (“CDA™), and in response to
your June 27, 2013 “technical review” letter, we hereby withdraw our applications (dated April
24,2013) to amend the registrations for Antimicrobial Copper Alloys Groups I-VI. As discussed
during our June 20™ meeting, the withdrawal is based on our agreed understanding that the
Antimicrobials Division will engage in consultations with the Food and Drug Administration
(“FDA”) — after CDA has met with FDA and organized such consultations — to review the
clinical trial study submitted in support of the proposed labeling claims that were the subject of
the amendment applications. As noted at our meeting, the Antimicrobials Division does not have
the expertise or experience to review clinical trial studies and, accordingly, as the June 27" letter
states, the proposed claims need to be reviewed and approved by FDA before they can be added
to the existing EPA registered label for Antimicrobial Copper Alloys.

CDA representatives have made contact with the appropriate FDA officials and
are in the process of arranging a meeting to discuss the clinical trial study. We will keep EPA
informed of our progress with FDA. In the meantime, CDA has authorized, in a separate letter
dated July 3, 2013, EPA to discuss and share information with FDA regarding the Antimicrobial
Copper Alloy clinical trial study. Information on the FDA contact person for this matter is
included in the authorization letter.
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In addition, as discussed at our meeting and noted in your June 27 letter, CDA is
arranging to have the clinical trial study approved by the Human Study Review Board at their
upcoming meeting in October 2013. We have had initial contacts with Kelly Sherman and are
preparing to submit to the HSRB by July 17" the requested study documentation.

We look forward to continuing our discussions regarding the label claims that are
supported by the Antimicrobial Copper Alloy clinical trial study. We will keep EPA apprised of
developments with FDA and th» HRRR Tf van have anv questions or need anything else, please
contact me at 202.342.8849 (

Respectfully,

W)%

Joscpn J. Green
Counsel to the Copper Development Association

cc: Susan Lewis, Director, Antimicrobials Division
Dennis Edwards, Branch Chief
John Hebert, Antimicrobials Division
Karen Leavy, Antimicrobials Division



. . Decision #: 478065

DATA PACKAGE BEAN SHEET OP # {411989)
Date: 22-May-2013 PRIA
Page 1 of 2 Parent DP #:
Submission #: 934418
* * * Registration Information * * * E-Sub #:
Registration: 82012-3 - ANTIMICROBIAL COPPER ALLOYS - GROUP Il
Company: 82012 - COPPER DEVELOPMENT ASSOCIATION (CDA)
Risk Manager: RM 33 - Marshall Swindell - (703) 308-6341 Room# PY1 S-8828
Risk Manager Reviewer. Karen Leavy KLEAVY
Sent Date: PRIA Due Date: 16-Sep-2013 Edited Due Date:
Type of Registration: Product Registration - Section 3
Action Desc: (A570) AMENDMENT;NON-FAST TRACK;REQUIRING DATA REVIEW,;
Ingredients: 022501, Copper as elemental(82.6%)
*** Data Package Information * * *
Expedite: () Yes @ No Date Sent: 22-May-2013 Due Back:
DP Ingredient: 022501, Copper as elemental
DP Title:
CSF Included: () Yes @ No Label Included: @ Yes (O No Parent DP #:
Assigned To Date In Date Out
Organization: AD / PSB Last Possible Science Due Date: 17-Aug-2013
Team Name: EET Science Due Date:
Reviewer Name: Sub Data Package Due Date:

Contractor Name:

* * * Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *
No Additional Data Packages

*** Data Package Instructions * * *

Technical Screen review- CDA is submitted a clinical trial entitied Clinical Trial of the use of Antimicrobial Copper Alloys in Reducing the amount
of Bacteria on Touch Surfaces in Hospital Intensive Care Units and the Effect on the Number of Hospital Acquired Infections, PRIA, Action Code
A570, Technical Screen Due Date 7/1/13, PRIA due date 9/16/13
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UNITED STATES ENVI]‘M]ENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Appmv' No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M

Street, S.W., Washington, DC ?704A0 Ty not send the form to this address.

DATA MATRIX
Date  April 11,2013 EPA Reg. No./File Symbol  82012-3 Page 3 of 6
Applicant’s/Registrant’s Name & Address: Copper Development Association, Inc. Product L. .
260 Madison Avenue Antimicrobial Copper Alloys Group Ili
New York, New York 10016
Ingredient Copper as elemental (PC Code 22501)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
TOXICOLOGY:
870.1100 Acute Oral Toxicity: Rat 46999302 Copper Development Association OWN
870.1200 Acute Dermal Toxicity: Rat 46999302 Copper Development Association OWN
870.1300 Acute Inhalation Toxicity: Rat 46999302 Copper Development Association OWN
870.2400 Primary Eye Irritation: Rabbit 46999302 Copper Development Association OWN
870.2500 Primary Dermal Irritation 46999302 Copper Development Association OWN
870.2600 Dermal Sensitization 46999302 Copper Development Association OWN
870.3100 90-Day Oral Toxicity 46999302 Copper Development Association OWN
870.3150 90-Day Oral Toxicity — Nonrodent 46999302 Copper Development Association OWN
870.3250 90-Day Dermal Toxicity 46999302 Copper Development Association OWN
870.3700 Teratology —Ratg*% o*3 «% 46999302 Copper Development Association OWN
870.3700 Teratology — Rabbits 46999302 Copper Development Association OWN
— ry X Y bt as : : bl :
Signatur: oo e Tes o0 200l ° Name and Title Date
ORI S s, Robert R. Stewart, Ph.D. April 11, 2013

EPA Form 857/0-35 (Y-97) Electronic and Paper versions Available. Submit only Paper version.
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' UNITED STATES ENVI]‘MENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Appmv' No. 2070-0060

Street, S.W., Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M

DATA MATRIX _
Date  April 11,2013 EPA Reg. No./File Symbol 82012-3 Page 5 of 6
licant’s/Registrant’s Name & Address: Copper Development Association, Inc. Product
Applicent s/Registrnt's Name 26('; l;lleadison Asenue Antimicrobial Copper Alloys Group llI
New York, New York 10016
Ingredient Copper as elemental (PC Code 22501)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
EFFICACY:
.. 46999306

Hard Surface Sanitizer Assay: S. aureus -

810.2300 (ATCC 6538); E. aerogenes (ATCC 13048) 46999310 Copper Development Association OWN
46999312

Hard Surface Sanitizer Assay: MRS. aureus
810.2300 (ATCC 33592); E. coli (ATCC 35150); P. 46999307 Copper Development Association OWN

aeruginosa (ATCC 15442)

Hard Surface Sanitizer Assay: VRE. Faecalis ..
810.2300 (ATCC 51575) 47859501 Copper Development Association OWN

Residual Self-Sanitizer Assay: S. aureus ..
810.2300 (ATCC 6538); E. aerogenes (ATCC 13048) 46999308 Copper Development Association OWN

Residual Self-Sanitizer Assay: MRS. aureus
810.2300 (ATCC 33592); E. coli (ATCC 35150); P. 46999309 Copper Development Association OWN

aeruginosa (ATCC 15442}

Residual SelE-S'brfhc‘.é Saniizer Assay: VRE. -
810.2300 Faecalis (ATGE 515953 +8 47859502 Copper Development Association OWN

: * : : eoe ° L] * ° E [ ] : E E
Signat o o o o * o Name and Title Date
Robert R. Stewart, Ph.D. April 11, 2013

EPA Forui ou ru-ou \7=7 7} LIRUULLL alIJ 1 apel Versions Available. Submit only Paper version.
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-
B ' &' Form Appmv‘l No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M
Street, S.W., Washington, DC 20460. Do not send the form to this address.
DATA MATRIX
Date  April 11,2013 EPA Reg. No./File Symbol 82012-3 Page 6 of 6
licant’s/Registrant’s Name & Address: Copper Development Association, Inc. Product .. .
Avp 26(’)) ﬁadison Asenue Antimicrobial Copper Alloys Group lii
New York, New York 10016
Ingredient Copper as elemental (PC Code 22501
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note b

EFFICACY (Cont.):

Copper Development Association OWN

Copper Development Association OWN

Copper Development Association OWN

Copper Development Association OWN
Signs Name and Title Date

Robert R. Stewart, Ph.D. April 11, 2013

EPA Fuui ov 1v-00 777+ J LnAauuviu anu Papel' Versions Available. Submit Only Papel' version.
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. Antimicrobial Copper Alloy oup III (EPA Reg. No. 82012-3)

Mast bel version dated April 11, 2013

ANTIMICROBIAL COPPER ALLOYS - GROUP III
AND ASSOCIATED FABRICATED PRODUCTS
MASTER LABEL

The Master Label consists of the label that will accompany the Antimicrobial Alloys and a label
that will accompany each product fabricated using a registered alloy from Antimicrobial Copper

Alloys - Group 1.

[Alloy Label — Front Panel]

ANTIMICROBIAL COPPER ALLOYS - GROUP III
AND ASSOCIATED FABRICATED PRODUCTS

Active Ingredient:

Copper

Other

Total
EPA Registration No. 82012-3
EPA Establishment No. *****

Net Weight: XXX 1bs XXX ounces of [brand name]

82.6%
17.4%

100%

Made in the United States by *******
Distributed by *******



. Antimicrobial Copper Alloy oup ITI (EPA Reg. No. 82012-3)
Mast bel version dated April 11, 2013

DIRECTIONS FOR USE
It is a violation of Federal law to use is product in a manner inconsistent with its labeling.

Antimicrobial Copper Alloys - Group III

These alloys are only intended for the manufacture and fabrication of touch surface components
for use in hospitals, healthcare facilities, laboratories, and various public, commercial, and
residential buildings. [The claims listed on the attached fabricated product label may be made in
connection with the marketing and sale of Antimicrobial Copper Alloys - Group III and
fabricated products made from Antimicrobial Copper Alloys - Group III under EPA Registration
Number 82012-3.]

A list of components that may be fabricated out of Antimicrobial Copper Alloys - Group III is
specified below. Antimicrobial Copper Alloys - Group III are not approved for direct food
contact or food packaging uses.

Touch Surface Components

Healthcare Facilities
o Bedrails, footboards
o Over-bed tables
o Bed-side tables in hospitals, extended care facilities, senior housing etc. (knobs,
pulls, handles; surfaces)
o Handrails, (corridor/hallways) ( Senior housing), automatic door push plates
o Stair rails, handrails, tubular railing, and supports, rail fittings T’s, elbows and
brackets
o Bedrails, assistance rails,
o Toilet safety rails
o Carts
Hospital carts (table surfaces, handles, legs)
Computer carts
Record carts
Phlebotomy carts
Other Carts (tables/surfaces, shelving, railings, handles, pulls)

o Equipment carts (horizontal surfaces, frames, handles)
o Door push plates, kick plates, mop plates, stretcher plates
o Sinks: spigots, drains, sinks themselves
o Faucet: handles, spigot, drain control lever
o Water fountains: bubbler head, drain strainer, handle
o Alcohol sanitizer dispenser, handle oo,
o Paper towel holders, facial tissue holders, toilet paper holders seee
o Air hand dryer, controls and push buttons on air hand dryers e
o Hydrotherapy tanks (whirlpool tanks): shells, covers, headrests, dram fittingg

(outer surfaces without water contact) e, .
o Door handles, doorknobs (outer touch surfaces) Teet . 2 ° e
o Grab bars in bathrooms showers and bathtubs cever  aete
o Panic bars on emergency room doors ¢ .

eo® ae 2
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. Antimicrobial Copper Alloy oup ITI (EPA Reg. No. 82012-3)
Mast bel version dated April 11, 2013

Towel bars
Showerheads
Countertops and tabletops (non-food use only)
Hinges, locks, latches, and trim
Door stops, door pulls, and protector guards
Toilet and urinal hardware, levers, push buttons
Toilet seat inlay for lifting of seat
Closures
Vertical locking arms
Vertical cover guards
Protection bars
Light switches, switch plates
Visitor chairs: armrests, metal frames
Thermostat covers, control knobs and wheels
Telephone handsets and surfaces (housings), keypad
Kitchen surfaces (non-food contact only): table tops, counter tops, handles
(microwave, refrigerator, stove), cabinet doors, cabinet hinges, pulls, backsplash,
hoods, control knobs (appliances, fans)
Floor tiles
Ceiling tiles (non-porous)
Wall tiles
Instrument handles
Medical equipment knobs, pulls and handles for:
Drug delivery systems
Monitoring systems
Hospital beds
Office equipment
Operating room equipment
Stands and fixtures
Types of knobs: e.g., Prong, fluted, knurled, push/pull, T-handle, tapered, and
ball knobs
Intravenous (IV) poles, bases, hangers, clips
Trays (instruments, non-food contact)
Pans (bed)
Walkers, wheelchair handles, and tubular components
Computer keyboards: keys, housings, computer mouse surfaces
Exercise and rehabilitation equipment, handles, bars
Physical therapy equipment: physical therapy tables, treatment chairs and portable
taping tables
Chairs (shower chairs, patient chairs, visitor chairs): rails, backs, legs, seats
Lighting products: X-ray illuminators, operating rooms, patient examination
rooms, surgical suites, and reading lamps for hospital rooms and assisted living
facilities etc. Components can include bases, arms, housings, handles, hinges)
Headwall systems: the unit themselves, outlet covers, knobs and dials, lighting
units (lamp housings and adjustable arms), CRT monitors with rotating knobs and
levers and adjustments. Baskets, monitor housings, knobs, baskets, tables, [V
poles
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. Antimicrobial Copper Alloys oup ITI (EPA Reg. No. 82012-3)
Mast bel version dated April 11, 2013

Critical care cart: Table top, drawer, drawer pull, lock, copper wire baskets for
storage of equipment and charts.

Bedside lavatory: sink, faucet, handles, drawer pulls, toilet seat, toilet seat cover,
toilet handle, door and cabinet facings, counter tops

Medical records: Chart holders, clipboards, filing systems

Storage Shelving: wire shelving etc. for medical supplies

Grab handles on privacy curtains

Lids of laundry hampers, trash canisters, and other containers

Bedside pitchers

Closet rods and hangers

Television controls: knobs, buttons, remote

Monitor (television, computer, etc.) housing

Cup Holder

Toothbrush holder

Soap holder, dispenser

Magazine rack

Signage

Coat rack and hooks

Shower curtain rings

Radiator cover

Bracelets

Pens

Badge clips

Name tags

Patient gown snaps

Window sills, pulls and locks

Electrical wallplates

Medical equipment washers: exterior surfaces, housing, handles, pulls

Community Facilities (including various public and commercial buildings)

o}

O 0O 00 O0O0

O 0O O0OO0OO0OO0OO0O0OO0

Shopping cart handles, child seats, handrails

Cash registers: housing, keypads

ATM machines: keys, housing

Gym/Health club lockers, locker handles, locker shelving, trainers’ tables
Exercise equipment, handles, bars

Ice and water dispensers (outer surfaces without water contact)

Elevator: handrail, control panel, buttons, interior walls, floor tiles, exterior call
button plate

Paper towel dispensers. Housing itself, (turn) handle, (push) handle

Soap holder

Soap dispenser (wall mounted): push bar and dispenser itself

Soap dispenser (sitting on counter): dispenser housing itself, push mechanism
Toilet paper dispenser (housing)

Windows (crank), Locking mechanism, pull handles

Window treatments (cord pulls), Venetian blinds (wands, cord pulls)
Jalousie Windows (crank)

Casement (cranks, levers, hinges)
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Antimicrobial Copper Alloy oup III (EPA Reg. No. 82012-3)
. Mast bel version dated April 11, 2013

Single and double-hung windows (locks and pulls)
Light switches, switch plates

Lids of laundry hampers, trash canisters, and other containers
Magazine rack

Signage

Coat rack and hooks

Shower curtain rings

Radiator cover

Bracelets

Badge clips

Name tags

Vending machines (non-food contact only)

Window sills

Electrical wallplates

Clip boards

Office supplies: paper clips, staplers, tape dispensers

Residential Buildings (including homes, apartments, apartment buildings and other
residences)

o

O 0O O0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0

Kitchen surfaces (non-food contact only): table tops, counter tops, handles
(microwave, refrigerator, stove), cabinet doors, cabinet hinges, pulls, backsplash,
hoods, control knobs (appliances, fans)

Bedrails, footboards

Handrails

Stair rails

Door push plates

Sinks: spigots, drains, sinks themselves

Faucet: handles, spigot, drain control lever

Paper towel holders, facial tissue holders, toilet paper holders
Door handles, doorknobs (outer touch surfaces)

Grab bars in bathrooms showers and bathtubs

Towel bars

Showerheads

Countertops and tabletops

Hinges, locks, latches, and trim

Door stops, door pulls, and protector guards

Toilet and urinal hardware, levers, push buttons

Toilet seat inlay for lifting of seat

Light switches, switch plates

Thermostat covers, control knobs and wheels

Telephone handsets and surfaces (housings), keypad

Floor tiles

Ceiling tiles (non-porous)

Wall tiles

Computer keyboards: keys, housings, computer mouse surfaces
Exercise equipment, handles, bars

Windows (crank), Locking mechanism, pull handles
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. Antimicrobial Copper Alloys oup ITI (EPA Reg. No. 82012-3)
Mast bel version dated April 11, 2013

Window treatments (cord pulls), Venetian blinds (wands, cord pulls)
Jalousie Windows (crank)

Casement (cranks, levers, hinges)

Single and double-hung windows (locks and pulls)
Television control knobs and buttons

Lids of laundry hampers, trash canisters, and other containers
Bedside pitchers

Closet rods and hangers

Television remote

Cup Holder

Toothbrush holder

Soap holder, dispenser

Magazine rack

Coat rack and hooks

Shower curtain rings

Radiator cover

Window sills

Electrical wallplates

Baby cribs: rails, fittings, brackets, supports

Bowl stands

Office supplies: paper clips, staplers, tape dispensers
Monitor (television, computer, etc.) housing

Mass Transit Facilities

(o]

OO0 0000 O0O0OO0

Handrails

Stair rails, tubular railing, and supports; elbows and brackets
Door push plates, kick plates

Door handles, door knobs (outer touch surfaces)

Grab bars and handles

Tiles: wall, floor, ceiling (non-porous)

Chairs and benches: rails, backs, legs, seats

Window sills, pulls, and handles

Signage

Vending machines (non-food contact only)

Laboratories

(e]

(e]

Incubator interior and ¢ tside surfaces, including culture chambers, walls,
shelving and support brackets, handles, circulating fan assemblies, pan
Laboratory surfaces: ta 2 tops, counter tops, handles, cabinet doors, cabinet
hinges, pulls, backsplash, hoods, control knobs

Laboratory carts, trays, and pans

Door handles, knobs, latches and locks

Laboratory equipment: safety cabinets, enclosures, vent hoods

Play area equipment (indoor only): bars, handles, chains, push plates, handrails,
stair rails and risers, wheels, knobs, flooring



. Antimicrobial Copper Alloy roup ITI (EPA Reg. No. 82012-3)
Mas bel version dated April 11, 2013

Chapel pews

Eye glass frames and protective eye wear
Pens

Combs

Ashtrays

0O 00 0O

Do not wax, paint, lacquer, varnish, or otherwise coat touch surfaces.

Antimicrobial Copper Alloys - Group III — Fabricated Products

The Antimicrobial Copper Alloys - Group III fabricated products listed above may be sold
and distributed under EPA Registration Number 82012-3. Products fabricated with
Antimicrobial Copper Alloys - Group III must bear the EPA approved fabricated product
label, below, with one or more of the listed claims.

STORAGE AND DISPOSAL
Dispose of excess by recycling.

W. RANTY STATEMENT

If used as intended, this product is wear-resistant and the durable antibacterial properties will
remain effective for as long as the product remains in place and is used as directed.

27



Antimicrobial Copper Alloy
Mast

roup III (EPA Reg. No. 82012-3)

bel version dated April 11, 2013

ANTIMICROBIAL COPPER ALLOYS - GROUP III

FRONT

Fabricated Product Label

[This (touch surface) (product)] made from

Antimicrobial
Copper Alloys -
Group lli

Active Ingredient.

Copper ...............82.6%
Other.......cceeevecinnnn o 17.4%
[Total 100.0%)

See [Back/Side Panel][Insert] for Directions for
Use

Net Weight: XXX 1bs XXX ounces of [brand
name]
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Antimicrobial Copper AlloysQroup III (EPA Reg. No. 82012-3)
Master Label version dated April 11, 2013

DIRECTIONS FOR USE
itis a violation of Federal law to use this product in a manner inconsistent with its labeling.

Proper Care and Use. Clean and sanitize according to standard practice. Healthcare facilities must maintain the product in
accordance with infection control guidelines. The use of thls surface is a supplement to and not a substitute for standard infection

control prachces, users must continue to follo- ~" ~ fmaleidice bhana cesalicas colebad bn cleceies
and Aiei 'H nf amaiai tal eur‘anes

This surface may be subject to recontamination and the level of active bacteria at any time will depend on the frequency and timing
of recontamination and cleanliness of the surface (among other factors). In order to have proper antimicrobial effect, this product
must be cleaned and maintained according to the directions for use.

Do not wax, paint, lacquer, varnish, or otherwise coat this product.

Routine cleaning to remove dirt and filth is necessary for good sanitation and to assure the effective antibacterial performance of this
surface. Cleaning agents typically used for traditional hard, non-porous touch surfaces are pemmissible. The appropriate cleaning
agent depends on the type of soiling and the measure of sanitization required. Normal tamishing or wear of this surface will not
impair antibacterial effectiveness.

Not approved for direct food contact or food packaging uses.

[items exposed to outdoor environmental conditions are not representative of indoor laboratory test conditions, and, therefore, may
impart reduced efficacy if not cleaned when visibly soiled.]

STORAGE AND DISPOSAL
Dispose of by recycling or put in trash.

WARRANTY STATEMENT
If used as intended, this product is wear-resistant and the durable antibacterial properties will remain effective for as long as the
product remains in place and is used as directed.

10
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BRUSSELS, BELGIUM

. KELLEY DRYE & WARREN L,

A LIMITED LIABILITY PARTNERSHIP

WASHINGTON HARBOUR, SUITE 400

NEW YORK, NY FACSIMILE
CHICAGO, IL 3050 K sTREET! NW (202) 342-8451
STAMFORD, CT WASHINGTON, D'c_ 20007_5108 www.kelleydrye.com

PARSIPPANY, NJ

(202) 342-8400

DIRECT LINE: (202) 342-8848

AFFILIATE OFFICES

MUMBAI, INDIA EMAIL: jgreen@kelleydrys.com
April 24, 2013 s e, .

Susan Lewis, Director . o

Antimicrobials Division ¢ eete

Office of Pesticide Programs ..

U.S. Environmental Protection Agency ®es oo

Washington, D.C.

Re: Antimicrobial Copper Alloys Groups III (EPA Reg. Nos. 82012-3)
Submission of Label Amendments (PRIA Category A570)

Dear EPA and Director Lewis:

On behalf of the Copper Development Association (CDA), we are submitting the
attached amendments to the registrations for Antimicrobial Copper Alloys Groups I-VI. The
application is filed under PRIA category A570 as an amended registration requiring review of
efficacy data with no increased or new exposure scenarios. On February 29, 2008, CDA
received EPA approval of public health registrations for five groups of “Antimicrobial Copper
Alloys” (EPA Reg. Nos. 82012-1 to -5) (a sixth group, EPA Reg. No 82012-6, was registered in
2009), each containing 60%-99.9% copper, for use in manufacturing a variety of touch surfaces
in healthcare facilities, community buildings, and homes. The registrations were the culmination
of a five-plus year process of research to demonstrate the efficacy of these products and working
with the EPA to address various policy and practical implications of this novel antimicrobial
product. As the first solid, continuously active touch surface registered for public health
applications, the labeling of Antimicrobial Copper Alloys was carefully crafted with EPA to
ensure that users were well-informed about the proper role of the product as a supplement to —
but not a replacement for — routine cleaning and sanitizing programs.

Prior to registration, EPA required CDA to conduct outreach to experts in the
infection control community, including the Association for Professionals in Infection Control
and Epidemiology (“APIC”), the American Society for Healthcare Environmental Services
(“ASHES”), Dr. William Rutala from the University of North Carolina-Chapel Hill, and others.
The input received was critical in shaping the conditions and requirements of the registration.
The issues raised included questions about the real world efficacy of the product and the need for
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U.S. EPA Office of Pesticide Programs

K&EY DRYE & WARREN wup

Antimicrobials Division
Page Three
> Sustained Reduction of Microbial Burden on Common Hospital Surfaces through

Introduction of Copper, by Michael G. Schmidt, et. al., July 2012 Volume 50
Number 7 Journal of Clinical Microbiology, p. 22172223

Copper Continuously Limits the Concentration of Bacteria Resident on Bed Rails
within the Intensive Care Unit, Michael G. Schmidt, et. al., Infection Control and
Hospital Epidemiology, May 2013, vol. 34, no. 5, p. 530-533

Copper Surfaces Reduce the Rate of Healthcare-Acquired Infections in the
Intensive Care Unit, Cassandra D. Salgado, et. al., Infection Control and Hospital
Epidemiology, May 2013, vol. 34, no. 5, p. 479-486

Based on the clinical trial data, as well as information from other studies related

to antimicrobial copper alloys discussed in the application package, CDA seeks to amend the
registrations for Antimicrobial Copper Alloys Groups I-VI in the following ways:

>

>

Add claims related to the microbial (bio-) burden reduction identified in the
clinical setting.

Add claims related to the reduction in infection rates documented in the clinical
trials.

Remove the existing label statement “The Copper Alloy surface material has been
shown to reduce microbial contamination, but it does not necessarily prevent
cross contamination.” The clinical trials demonstrate that Antimicrobial Copper
Alloys in fact help reduce cross contamination and infection rates. At minimum,
the study makes clear that it is inappropriate to require Antimicrobial Copper
Alloys to state affirmatively that the product does not help reduce cross
contamination, while other antimicrobial products are not required to do the same.

Given the novel nature of the issues raised in the application, we believe that a

meeting with the EPA Antimicrobials Division would be appropriate. To assist in evaluating the
proposed claims and registration amendment application, CDA has developed a white paper
explaining the rationale and support for the claims, including detailed information on the
association between a given level of microbial contamination and the risk of infection. While we
understand that EPA may have never approved infection-related claims, there is no legal barrier
to the agency doing so.” Rather, historically the agency has not been presented with clinical trial
data from a high quality study, such as that conducted by CDA and the Department of Defense,

2 EPA’s Label Review Manual (Chapter 12 at 12-2) notes that examples of unacceptable claims are
“Statements that imply or suggest that the product can or will prevent or control disease or offer health
protection.” Claims based on data from well-designed clinical trials showing that infection rates can be
reduced through the use of Antimicrobial Copper Alloys are not disease control or prevention claims.
Rather, the claims proposed in the application are based on data that show that reduction in microbial
burden leads to reduced risk of infection (not prevention of infection) as supported by the clinical trial data.
Claims that are consistent with the results of a well-designed clinical trial are neither false nor misleading
and, as such, are appropriate under FIFRA.
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Your payment has been submitted to Pay.gov and the details are below. If you have any
questions or you wish to cancel this payment, please contact Pay.gov Customer Service

by phone at (800) 624-1373 or by email at pay.gov.clev@clev.frb.org.

Application Name: PRIA Service Fees
Pay.gov Tracking ID: 25AD3BDQ

Agency Trackine 'D: 74437471675
Transaction Type: Sale

Transaction Date: Apr 17, 2013 12:15:13 PM

Account Holder Name: Marie E. Yetzetta
Transaction Amount: $3,474.00

Billing Address: 260 Madison Ave.
Billing Address 2: 16th FL

City: New York

State/Province: NY

Zip/Postal Code: 10016

Country: USA

Card Type: AmericanExpress

Card Number; ************1012

Decision Number:

Registration Number: 82012-3

Company Name: Copper Development Associ
Company Number: 82012

Action Code: A570
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SO S Uh&D STATES ENVIRONMENTAL PROTECTION AGENCY

? M WASHINGTON, D.C. 20460
zM;
b‘t PROTE
April 29, 2013
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-478065

EPA File Symbol or Registration Number: 82012-3

Product Name: ANTIMICROBIAL COPPER ALLOYS - GROUP III
EPA Receipt Date: 24-Apr-2013

EPA Company Number: 82012

Company Name: COPPER DEVELOPMENT ASSOCIATION (CDA)

JOSEPH J. GREEN

KELLEY DRYE & WARREN LLP

COPPER DEVELOPMENT ASSOCIATION (CDA)
3050 K STREET, N.W., SUITE 400
WASHINGTON, DC 20007-

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: A570
AMENDMENT;NON-FAST TRACK;REQUIRING DATA REVIEW;

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-6427.

Front End Processing Staff
Information Technology & Resources Management Division
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o | ® /i
DECISION PKG. NO. _%7,/3/ SUBM. DUE DATZ, /9793796‘&-/
é

SUBMISSION. BAR CODE §_Z/ 98 Rmswxné_/_z#__

FILE SYMBOL/REG No._d20/=2-3 my 33  acriow covs.—FH2—
3

DESCRIPTOR Kr Pep e poca T FQPA____ NFQPA_

{ ] CHILD RESISTANT PACKAGING: [ ] REQUIRED [ ] NOT REQUIRED
REGISTRATION TYPE: [ ] CONDITIONAL. [ ] UNCONDITIONAL [ 1 RESTRICTED USE .

DATE ON- APPLICATION EPA 'RECEIVE DATE PM RECEIVE DATE
_ 0, A8 1= ___ff./_‘ili_/_/_zl_-' /2% R0
METHOD OF SUPPORT FORMULATORS EXEMPTION
[ ] CITE-ALL [ ] SELECTIVE [ ] SUBMITTED [ ] NOT SUBMITTED ,
[ ] NOT SUBMITTED [ .] N/A { 1n/a Yy
REVIEW(S) REQUESTED DaTa DATE DUE DATE
PACK. # SENT DATE RETURNED
CHEMISTRY. . | S it 1
EFFICACY. || S 1{ )
ACUTE TOX. N | AP I 1t
RASSB TOX. i : 1t I 11 _
ENVIRON. FATE —  { : 1{ 3 O e
FISH/WILDLIFE . . . - 1 S, | S _1
OTHER: __, ...z NUSPUUINIL ¥ PRIV | SUNS | -
STATOS : o i S : - —.
RESPONSE CODE _____ RESPONSE DATE ___
SCIENCE DIVISION BRANCH SECTION CSF LABEL
GROUP Y/N Y/N
CHEMISTRY _AD . EASSB CTT
EFFICACY AD __ERSSB . _EET
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*Inert ingredient information may be entitled to confidential treatment*

BACKGROUND:

Technology Sciences Group Inc. as the agent on behalf of the registrant Copper
Development Association has submitted a request to amend the registration of this
product. The amendment is to add 17 additional alternative alloys. After this
amendment is accepted, the total number of alloys for this product will increase to 74
alternate alloy formulations. Each alternate alloy is identified with its own UNS number
(Unified Numbering System) and the percent copper in the alloy. UNS is an
identification system established by ASTM and the Society of Automotive Engineers.

The product consists of alloys of copper which are intended for use in the manufacture
and fabrication of touch surface components (doorknobs, handrails, etc) for use in
hospitals, healthcare facilities, and various public, commercial, and residential buildings.

This submission includes:

1. Transmittal Letter dated August 3, 2012.

2. Group A Chemistry MRID# 48899101 consisting of a revised OPPTS 830.1750
(Certified Limits) study which is dated August 2, 2012. This is an update of the
previous MRID# 482362-01

3. Basic CSF dated August 1, 2012 consists of 9 pages. Pages 1 & 2 EPA form
8570-4 describes the active ingredient and [JJalternate elemental “inert”
ingredients used to formulate the alloys. Other pages list UNS designations of
74 alloys and their % Copper, lists of 5 alloy producers and lists suppliers of the
inert ingredients used to formulate the alloys.

FINDINGS:

1. The nominal concentrations and certified limits on the copper a.i. and the certified
limits on the inert ingredients are acceptable. The nominal concentration of
copper is consistent with the current product iabel. The upper certified limits for 4
of the inert elements are increased and 3 new acceptable elements are added.
The Basic Confidential Statement of Formula which is dated August 1, 2012 is
found acceptable.

2. Revisions made to the Sroup A Product Chemistry section OSCPP 830.1750
(Certified Limits) are consistent with the revised Basic CSF dated August 1, 2012
and is found acceptable to supersede the previous submission for this product
chemistry section.

CONCLUSION:

The basic CSF dated Augu * * 2012 is acceptable and must supersede previous
versions. The revised Proc  Chemistry Grour * section OCSPP 830.1750 MRID #
48899101 is also acceptabic.

82012-3_D404vy>>_Antimicrobial Copper Alloys-Group III.doc
Page 3 of 3
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Registration:
Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date:

Type of Registration:
Action Desc:

Ingredients:

Expedite:

DP Ingredient:

DP Title: Amendment
CSF Included: @ Yes (O No Label Included: (O Yes @ No Parent DP #:
Assigned To Date In Date Out

Organization: AD / PSB

DATA PEKAGE BEAN SHEET

Date: 29-Aug-2012
Page 1 of 1

* * * Registration Information * * *
82012-3 - ANTIMICROBIAL COPPER ALLOYS - GROUP I

Decision #: 469131
. DP #: (404955)
NON PRIA
Parent DP #:
Submission #: 921421
E-Sub #:

82012 - COPPER DEVELOPMENT ASSOCIATION (CDA)

RM 33 - Marshall Swindell - (703) 308-6341 Room# PY1 S-8828

Karen Loavy KLEAVY

PRIA Due Date: 02-Sep-2012
Product Registration - Section 3
{332) NOTIFICATION;

Edited Due Date:

022501, Copper as elemental(82.6%)

*** Data Package Information * * *

O Yes @ No
022501, Copper as elemantal

Date Sent. 29-Aug-2012

Due Back:

Team Name: CTT

Reviewer Name:

Contractor Name:

** * Studies Sent for Review ** *

No Studies

*** Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *

Please review the attached Product Chemisty data and CSF

Last Possible Science Due Date: 18-Aug-2012
Science Due Date:

Sub Data Package Due Date:
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> T4 UNITED S‘S ENVIRONMENTAL PROTECTION A‘CY

7 M WASHINGTON, D.C. 20460
£ w
N4

2,

K

PROTE
August 8, 2012
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

JOSEPH J. GREEN

KELLEY DRYE & WARREN LLP

COPPER DEVELOPMENT ASSOCIATION (CDA)
3050 K STREET, N.W., SUITE 400
WASHINGTON, DC 20007-

PRODUCT NAME: ANTIN CROBIAL COPPER ALLOYS - GROUP III
COMPANY NAME: COPPER DEVELOPMENT ASSOCIATION (CDA)
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 82012-3

EPA RECEIPT DATE: 08/03/12

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Team 33, at (703) 308-6341.

Qlemnnnnls,r

. Staff
Intormation Services Branch
Information Technology & Resources Management Division
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® ®
M
[Fee for Servicel  {921421k~
This package includes the following for Division
©New Registration ®AD
O
©® Amendment BPPD
°RD
Studies? UFee Waiver?
_ Risk Mgr. | 33
Ovolpay % Reduction:
Receipt No. S-| 921421
EPA File Symbol/Reg. No. 82012-3
Pin-Punch Date: 8/3/2012

W This item is NOT subject to FFS action.

Action Code:

P

Requested: As70
Granted: m

o
A

Amount Due:'$ 3',474

Parent/Child Decisions:

7

|

® Inert Cleared for Intended Use ™  Uncleared Inert in Product
Reviewer: Jeens 3 Date: 5’/9/;.,/;
Remarks:
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Pages 98-157 - *Confidential Statements of Formula may be entitled to confidential treatment*
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